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Device Categorized as: Biological Effects 
 
 
 
 
 
 

Body Contact 
 
 

 
Contact Duration 

 
Limited 

•Less than 24 
hours 

 
Prolonged 

•24 hours to 30 
days 

 
Permanent 

•Over 30 days 
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Limited ♦ ♦ ♦        
Prolonged ♦ ♦ ♦        

 
Skin 

Permanent ♦ ♦ ♦        

Limited ♦ ♦ ♦        
Prolonged ♦ ♦ ♦        

 
Mucosal  

Membrane Permanent ♦ ♦ ♦  ♦ ♦     

Limited ♦ ♦ ♦        
Prolonged ♦ ♦ ♦        
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Breached or 
compromised 

surfaces Permanent ♦ ♦ ♦  ♦ ♦     

Limited ♦ ♦ ♦ ♦    ♦   
Prolonged ♦ ♦ ♦ ♦    ♦   

 
Blood Path,  

Indirect Permanent ♦ ♦  ♦ ♦ ♦  ♦ ♦ ♦ 

Limited ♦ ♦ ♦        
Prolonged ♦ ♦ ♦ ♦ ♦ ♦ ♦    

 
Tissue/Bone/ 

Dentin Permanent ♦ ♦ ♦ ♦ ♦ ♦ ♦  ♦ ♦ 

Limited ♦ ♦ ♦ ♦    ♦   
Prolonged ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦   
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Circulating 

Blood Permanent ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ 

Limited ♦ ♦ ♦        
Prolonged ♦ ♦ ♦ ♦ ♦ ♦ ♦    

 
Tissue/Bone 

Permanent ♦ ♦ ♦ ♦ ♦ ♦ ♦    

Limited ♦ ♦ ♦ ♦ ♦  ♦ ♦ ♦  
Prolonged ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦  
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Blood 

Permanent ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ ♦ 

 
 *Additional tests may be required to satisfy FDA requirements.   


